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February 15, 2007 
 
Dear Colleagues: 
 
We are pleased to forward to you the February 2007 revision to the Recommended Guidelines on 
Rapid HIV Testing. 
 
As you know, rapid HIV testing is an evolving area of practice, made possible by developing test 
technologies.  As the Massachusetts Department of Public Health adopted and rolled out the first 
generation of rapid test we took a necessarily conservative approach to the running of test 
controls in order to limit the impact of operator error, test kit error, or environmental effects. 
 
As providers in Massachusetts and nationwide have acquired experience and expertise in the use 
of rapid tests, and as the body of quality assurance data has grown, we are confident that the 
performance of currently employed rapid tests is at a high level, permitting a relaxation of 
requirement surrounding the running of external controls. 
 
The attached guidelines interpret state health regulation 105CMR.030.D4, which requires the 
running of daily internal and external controls on all qualitative tests such that positive internal 
and negative external controls will continue to be performed daily, but that external positive 
controls may now be performed on a weekly basis at each testing site.    
 
All other indications for running external controls, for each new lot, each new shipment, with the 
start of testing by each operator, and following the observation of storage or testing environment 
temperatures that fall outside the recommended range remain the same, as are the procedures to 
be followed in the event of discordant results. 
 
We recognize and appreciate that providers working with currently available rapid tests have 
observed the previous guidelines and collected and shared performance data that have allowed 
this change in quality assurance procedures.  As the experience of Massachusetts testing 
providers with rapid testing continues to expand, and if new rapid testing technologies are 
adopted by the state, these guidelines may undergo additional modification.  
 



Please contact the HIV/AIDS Bureau or the HIV Laboratory at the State Laboratory Institute if 
you have questions about these revised guidelines.  Thank you. 
 
Sincerely, 

 
Kevin Cranston, MDiv 
Director 
HIV/AIDS Bureau 
 
cc: Brenda Cole 
 Joanne de Vries 
 Thera Meehan 
 Arthur Kazianis 
 Karen Edlund 
 Roberta Teixeira 
 


